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Box No. I Basis of the report 



E, ufiSl^S'n^&TuXftSK:"'" '^'^ l-^suage In which I. wa. 

□ international search (under Rules 12.3 and 23.1(b)) 

U publication of the international application (under Rule 12 4) 

U international preliminary examination (under Rules 55.2 and/or 55.3) 

W^Sr^i^SallX^^^^^ (replacementsMeets^lch 
report as 'originally filed" and a% SSScS^ to ffifrSpSrtj? ^'"^ '^'^"^'^ ^''^ 



Description, Pages 

^'^^ as originally filed 

Claims, Numbers 

^'^^ as originally filed 



a sequence listing andA,r any related table(s) - see Supplemental Box Relating to Sequence Listing 



3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 



4. 



Sd n™Ur ;la'dt 'sSThSyt^^^^ &deS?to H^eJSfdThf'r *° "^V,^^^ 

Supplemental Box (Rule 70.2(c)) considered to go beyond the disclosure as filed, as indicated in the 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

If item 4 applies, some or all of these sheets may be marked "superseded, 
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fpplicgbmty '^°"-^*^''"^*'ment of opinion with .^ga rd to novelty, inventive step and industrial 

□ the entire international application, 
El claims Nos. 1-7, 10 (industrial applicability) 
because: 

see separate sheet 
° !Sat'nrn?a^5^^^^^^^ 

° !liuS b??ormeT ^° '"Adequately supported by the description that no meaningful opinion 

□ 
□ 



no International search report has been established for the said claims Nos. 

C "ofThf A°^SS^^^^^ ^ -°-P'y -th the standard provided for in Annex 



the written form 



the computer readable forni 



□ has not been furnished 

□ does not comply with the standard 

□ has not been furnished 

□ does not comply with the standard 



□ See separate sheet for further details 
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1. Statement 



Novelty (N) 
Inventive step (IS) 
Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



2. Citations and explanations (Rule 70.7): 
see separate sheet 



1-11 



1-11 



11; for claims 1-10 see separate sheet 



Box No, Vil Certain defects fn the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Re Item III 



1. 



Claims 1-7 and 1 0 relate to subject-matter considered by this Authority to be 
covered by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be 



Re Item V 

Reasoned statement vvsth regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

2. Reference Is made to the following documents- 

D1: WO 99/02514 A (SQUIBB BRISTOL MYERS CO) 21 January 1999 (1999- 

D2: WO 02/058700 A (SQUIBB BRISTOL MYERS CO) 1 August 2002 (2002-08- 

D3: PATENT ABSTRACTS OF JAPAN vol. 2002. no. 02. 2 April 2002 (2002-04 
02) & JP 2001 288097 A (PG-TXL CO LP). 1 6 October 200 (2001 1 0 1 eT 

epothilone B in human lung cancer cells." RADIOTHERAPY & ONCOLOGY 

r^^Nf o.!^"*^""^'' (2003K)9). pages 305-31 3. XP002283036 ' 
lobN: 0167-8140 

If not Indicated otherwise, the relevant passages are those mentioned in the 
International Search Report. 

1!^?^"*.^^^""^*'°" ^^'^'■'^'"^ *° ^ *° « "-^thod for treating a 

p^.ferat,ve disease comprising administering (a) an epothilone derivative of the 
given forrriula 1. in combination with (b) ionizing radiation. Claim 8 Is directed to 
aLTJ ^ ' f^"- the preparation of a medicament for us 

Zif«"rT ^^'^y °^ progression or treatment of 

prolrferative disease. Fmally. claim 11 Is directed to a package comprising a 
compound of omiula I. together with Instructions for the use in combination with 
.onrzing radiation for the treatment of a proliferative disease 



3. 



use In 
a 
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4. The present application does not meet the requirements of the PCT with respect 
to novelty (Art. 33(2)) for the following reasons. 

Both D1 and D2 disclose the epothilone derivates of the present application 
.nolud,ng epoth,lone B, and their use in the treatment of cancerB, inclu*g g'liorna 
colon caranoma. etc. The documents also contemplate the combination of he 
compounds with radiotherapy. These documents am novelty destroying foV 
present Claims 1-11. ' ^ouuying ror 

It should be noted that present claim 1 1 is regarded as directed to a 
phamiaceutical composition comprising the compound of fomiula I The presence 
~n.nstructlonswim 

d.st,ngu.sh.ng technical feature. Thus, claim 1 1 lacks novelty not only over Dl and 
D2. but also over any document disclosing a phamiaceutical composition 
compnsing sa.d compound, in-espectively of the medical indication intended for it. 

D3 discloses a method for enhancing the response of tumors to radiation 
exposure comprising the administration of an epothilone conjugate. D3 does not 

aene?al^^^^ 7 "^^'"'^ '""''""^ ^^"'"9 with'n the 

general formula I as compounds meant by D3. Thus, this document is also 
novelty destroying for the present application. 

D4 was published after the priority date claimed in the present application and 
would be novelty destroying for the present application only if the priorirtur^ed 
out to be not valid. D4 discloses that the epothilone B derivative BMS-247550 
enhances the effect of radiation in solid tumore. 

5. As far as the subject-matter of the claims is not rendered novel no inventive step 
can be recognised. Thus, the present application does also not meet the 
requirements of Art. 33(3) PCT. 

However, it should be noted that any technical effect alleged in the application (for 
exarriple a synergistic effect) has to be substantiated with technical da^so thaf ft 
can be considered for the assessment of inventive step. 

6. 1 . For the assessment of the present claims 1 -1 0 on the question whether they are 



Form PCT/Separate Sheet/409 (Sheets) (EPO-January 2004) 



INTERNATIONAL PRELIMINARY 
REPORT ON PATENTABILITY 
(SEPARATE SHEET) 



International application No. 
PCT/EP2004/QQ2fi1 n 



industnally applicable, no unified criteria exist In the PCT Contracting States The 
patentability can also be dependent upon the formulation of the claims The EPO 
for example, does not recognize as industrially applicable the subject-matter of ' 
claims to the use of a compound in medical treatment, but may allow, however 
claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 

6.2. Claim 1 1 meets the criterion set forth in Article 33(4) PCT because their subject- 
matter IS susceptible of industrial application. 



Re Item VII 

Certain defects in the international application 

7. Claims 1 0 and 1 1 should be renumbered. Claim 9 is missing. 
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